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Control # 

From 

Subject 

2019-2666 

Harrington Films LLC 

09/01/2018 - 03/19/2019; calendar records for Jeffrey Moody 

2019-2667 

Harrington Films LLC 

Date Range: 07/01/2018 -12/31/2018; calendar records for Amber McCoig 

COVIDIEN LP, COVIDIEN INC, COVIDIEN HOLDINGS INC - SURGICAL TROCAR RECALLS, 

2019-2668 

SMITH AMUNDSEN LLC 

INVESTIGATIONS, CMPLNTS, ETC 

09/01/2018 - 03/19/2019; E-mail records from Jeffrey Moody relating to key terms; 
Answers Pet Food,, Lystn LLC, Kohl Harrington, Pet Fooled, Keith Kill, Roxanne Stone, 
Jacqueline Hill, Derrick Hill, Robin Rivers, Scott Ziehr, Hollis Glenn, Steven Soloman, 

2019-2669 

Harrington Films LLC 

Nebraska, Colorado 

2019-2670 

Harrington Films LLC 

09/01/2018 - 03/19/2019; calendar records for Cheryl Bigham 

09/01/2018 - 03/19/2019 e-mail records from Miguel Hernandez relating to key terms; 
Answers Pet Food,, Lystn LLC, Kohl Harrington, Pet Fooled, Keith Kill, Roxanne Stone, 
Jacqueline Hill, Derrick Hill, Robin Rivers, Scott Ziehr, Hollis Glenn, Steven Soloman, 

2019-2671 

Harrington Films LLC 

Nebraska, Colorado; 

05/01/2018 - 12/31/2018 e-mail records from Elizabeth Edwards relating to key words of; 
rad cat, kohl Harrington, pet fooled, radagast, Tracey Hatch-Rizzi, Janice Hatch-Rizzi, 

2019-2672 

Harrington Films LLC 

Janice Rizzi, Tracey Rizzi, Janice Hatch, Tracey Hatch 

Date Range: 11/01/2018 -11/10/2018 e-mail records for all e-mails exchanged between 

2019-2673 

Harrington Films LLC 

Sean Duke and Robin Rivers. 

05/01/2018 - 12/31/2018 e-mail records from Lloyd Payne relating to topics of; rad cat, 
kohl Harrington, pet fooled, radagast, Tracey Hatch-Rizzi, Janice Hatch-Rizzi, Janice Rizzi, 

2019-2674 

Harrington Films LLC 

Tracey Rizzi, Janice Hatch, Tracey Hatch 

FDA records related to the direct-to-consumer health company 'Hims Inc.,' also known as 
'Hims' and 'For Hims' and 'Hers,' which sells prescription medications online, including 
any internal agency communications about the company, and any communications 
between the FDA and Hims (emails, requests for information, letters, inspection records. 

2019-2675 

Business Insider 

etc.). 

2019-2676 

Institute for Advanced Study in Toulouse 

Medical device recalls from 1995-2002 

2019-2677 

DCM 

2019-1532 2019-1362 2019-981 2019-663 2019-549 

RLD label (Prescription Information) - Application Number: N020095, Zantac 150 and 

2019-2678 

Glenmark Pharmaceuticals Inc., USA 

Zantac 300 (Ranitidine Hydrochloride Capsules) 

2019-2679 

Eurofins Microbiology Laboratories, Inc. 

Listing of all US registrations current in the Shell Egg Producer Registration database 

2019-2680 

Zydus Pharmaceuticals USA Inc. 

Review package for Bacampicillin HCI Tablets 

2019-2681 

Globizz Corporation 

K131140 

2019-2682 

Globizz Corporation 

K071671 

2019-2683 

Globizz Corporation 

K121516 

2019-2684 

Globizz Corporation 

K141109 

2019-2685 

Scaffidi & Associates 

NDA 22512 

Threshold of Regulation (TOR) No. 2007-005, filed by Ciba Specialty Chemicals 

2019-2686 

FOI Services, Inc. 

Corporation, for tin oxide 

2019-2687 

FOI Services, Inc. 

Threshold of Regulation (TOR) No. 1998-004, filed by Englehard Corporation, for tin oxide 

2019-2688 

Globizz Corporation 

K172174 

LAMOTRIGINE NDA 20-24A/S057, NDA 20-764/S050, NDA 22-115/S023, NDA22-251/S021 

2019-2689 

WORMINGTON AND BOLLINGER 

LBGL 

5 DEPARTMENTS WILL BE SUFFICIENT TO OPERATE THE FEDERAL, STATE AND LOCAL 

2019-2690 

Sharma, Vinod 

GOVERNMENT 

2019-2691 

FETITTAAR0310, LAWRENCE 

CHRONIC TRAUMATIC ENCEPHALOPATHY - RECS 

BRAM D ZUCKERMAN, JOSHUA NIPPER, MATTHEW HILLEBRENNER, ETC - EMAILS THAT 

2019-2692 

Tampa Bay Times 

HAVE A (S) HEARTWARE.COM 

2019-2693 

ISIK ORGANIC CO 

FDA Office of Regulatory Affairs - Summary Report For Sample Number: 1036690 

P990081 S038, Device Name: PATHWAY Anti-HER-2/neu (4B5) Rabbit Monoclonal 

2019-2694 

Globizz Corporation 

Primary Antibody 

Establishment Inspection Report, Form FDA 483 and Correspondence: Brookfield 

2019-2695 

Thomson Reuters - Clarivate Analytics 

Medical/Surgical Supply, Inc. Brookfield, CT Zip- 02888-1503 April 18, 2017 

2019-2696 

EMBRACE MEDICAL 

K100593 
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2019-3046 Mikart, LLC 

2019-3047 Steptoe & Johnson LLP 

2019-3048 LAW OFFICES OF JAMES S. ROGERS 

2019-3049 Registrar Corp 

2019-3050 HALUNEN LAW 


2019-3051 POMERANTZLLP 
2019-3052 EOI Services, Inc. 

2019-3053 Informed Consent Action Network 
2019-3054 BOSTON SCIENTIEIC CORPORATION 

2019-3055 Kashiv BioSciences, LLC 

2019-3056 EDAZILLA 

2019-3057 EOI Services, Inc. 

2019-3058 EOI Services, Inc. 

2019-3059 EOI Services, Inc. 

2019-3060 EDAZILLA 

2019-3061 EOOD SAEETY NEWS 

2019-3062 BOSTON SCIENTIEIC 

2019-3063 EDAZILLA 

2019-3064 GREAT POINT PARTNERS LLC 
2019-3065 Vincent Sumang 

2019-3066 Tan Nguyen 

2019-3067 NBC NEWS 

2019-3068 EDAZILLA 

2019-3069 EDAZILLA 

2019-3070 EDAZILLA 
2019-3071 STERIS Corporation 
2019-3072 sho shaikh 

2019-3073 HUNTON ANDREWS KURTH LLP 


Eorm 483 issued to the Novacyl Saint-Eons Rue Prosper Monnet F-69190, June 6-13, 2015 

DECISIONS BY EDA TO WITHDRAW, REVOKE ORPHAN DRUG DESIGNATION STATUS; ETC 
If the EDA has investigated or obtained information/documents regarding lithium-ion 
batteries manufactured by LG Chem, Ltd., including other brand batteries that have been 
claimed to be 're-wrapped' LG Chem, Ltd. batteries or have found to be LG Chem, Ltd. 
batteries 

FSVP importers that have been identified at entry 
INSPECTION RECS ETC 

All communications with India Globalization Capital, Inc. (including, but not limited to, its 
officers, directors, employees, attorneys, representatives, or agents) between June 21, 
2018 and April 1, 2019, concerning the distribution of hemp oil /cannabidiol (CBD)- 
infused drinks ETC 

All reviewer summaries from the PMTA order for Revel, by RJR/BAT 

A copy of the clinical trial report submitted to the EDA for NCT00092547 (A Study of 
Gardasil (V501) in Preadolescents and Adolescents (V501-018) available at 
https://www.clinicaltrials.gov/ct2/show/study/NCT00092547?term=nct+00092547&rank 
= 1 ) 

BOSTON SCIENTIFIC CORPORATION, ST PAUL, MN EIR 

Information CDER has on the approved product Adhansia XR (NDA # 212038) approved on 
02/27/2019 

483 for Human Drugs inspection of Immunex Rhode Island Corporation ending 
03/13/2015 at the location in West Greenwich Rl, United States 

All tobacco related (including cigarette and electronic cigarette) product injury/adverse 
event/reaction reports voluntarily reported to the FDA Center for Tobacco Products, the 
FDA Safety Reporting Portal, MedWatch program, and the FDA Adverse Event Reporting 
System from 02/01/2019 - 03/31/2019 

Any and all disclosable documents related to the 35 reported cases of seizures following 
use of e-cigarettes between 2010 and early 2019 

Swedish Match North America Premarket Tobacco Applications (STNs PMOOOOOIO- 
PM0000017) 

483 for Human Drugs inspection of FujiPilm Diosynth Biotechnologies U.S.A., Inc. ending 
10/26/2018 at the location in Research Triangle Park NC 

ADM Animal Nutrition, Effingham, Illinois. Eorms 482, 483 (if available), EIR (if available) 
and related correspondence pursuant to inspection(s) conducted at this location during 
the indicated time period 

American Systems Medical, LLC (dba Boston Scientific Corporation), 10700 Bren Road 
West, Minnetonka, MN 55343 QSIT Audit, June 20-27, 2017 EIR 
483 for Biologies inspection of LifeSouth Community Blood Centers, Inc. ending 
07/24/2018 at the location in Gainesville FL, United States 

FDA reviews of both preclinical and clinical safety data for biopharmaceuticals containing 
polyethylene glycols (PEGs) relevant to pediatric populations 
2019-105, 2019-332, 2019-908, 2019-922, 2019-928 

483s, clinical studies, or any information regarding Neutrolin or the company's Lock It 
Studies 

Field inspection memo to CDER outlining recommendation from 12/07-12/16/ 2016 
inspection of Hetero Labs Limited (Polepally Village, Jadcherla Mandal, Mahaboob Nag, 
Telangana State, 509301, India) ETC 

The 483 for Biologies inspection of Ajinomoto Althea, Inc. ending 02/07/2019 at the 
location in San Diego CA, United States ETC 

The 483 for Foods & Cosmetics inspection of Instantwhip Foods Minneapolis Inc ending 

07/12/2017 at the location in Minneapolis MN, United States 

483 for Foods & Cosmetics inspection of Instantwhip Of Indianapis, Inc ending 

08/31/2017 at the location in Indianapolis IN, United States 

K073484 K024301 

Looking for all cases reported for product Gamifant (emapalumab) 

RECS RE PERFLUOROAKYL SUBSTANCES USED IN THE MANUFACTURE OE EOOD 
PACKAGING 



